ANDA 76-134 December 20, 2001

Ranbaxy Pharnaceuticals Inc.

Attention: Abha Pant

U. S. Agent for Ranbaxy Laboratories Limted
600 Col | ege Road East

Princeton, NJ 08540

Dear Madam

This is in reference to your abbreviated new drug application
dated March 15, 2001, submitted pursuant to Section 505(j) of
t he Federal Food, Drug, and Cosnetic Act (Act), for Loratadine
Tabl ets, 10 ng.

Reference is also nade to your anmendnents dated May 16,
August 30, Cctober 10, and Novemnber 7, 2001.

W have conpleted the review of this abbreviated application
and have concl uded that, based upon the information you have
presented to date, the drug is safe and effective for use as
recommended in the submtted | abeling. Therefore, the
application is tentatively approved. This determnation is
based upon information available to the Agency at this tine
(i.e., information in your application and the status of
current good manufacturing practices (CGWs) of the facilities
used in the manufacture and testing of the drug product). The
determ nation is subject to change on the basis of new
information that may cone to our attention. This letter does
not address notice issues related to the 180-day exclusivity
provi si ons under section 505(j)(5)(B)(iv) of the Act.

The listed drug product (RLD) referenced in your application,
Claritin Tablets of Schering Corp., is subject to periods of
patent protection which expire on Decenber 19, 2002 (U. S

Pat ent No. 4,282,233, the ‘233 patent), Cctober 21, 2004 (U.S.
Pat ent No. 4,659,716, the 716 patent), and March 15, 2009
(U . S. Patent No. 4,863,931, the ‘931 patent). Your
application contains a patent certification under Section
505(j)(2) (A (vii)(lll) of the Act for the ‘233 patent. Your
application also contains patent certifications under Section
505(j)(2) (A (vii)(1V) of the Act stating that your

manuf acture, use, or sale of this drug product will not



infringe upon the ‘716 or ‘931 patents, or that these patents
are invalid or unenforceable. Section 505(j)(5)(B)(iii) of
the Act provides that approval of an ANDA shall be nade
effective i mediately, unless an action is brought against
Ranbaxy Laboratories Limted (Ranbaxy) for infringenment of one
or nore of the patents that are the subject of the
certifications. This action nmust be brought agai nst Ranbaxy
prior to the expiration of forty-five (45) days fromthe date
the notice provided by Ranbaxy under paragraph (2)(B)(l) is
received. You have notified FDA that Ranbaxy has conplied
with the requirenments of Section 505(j)(2)(B) of the Act and
that litigation is underway in the United States District
Court for the District of New Jersey involving a challenge to
the 716 patent (Schering Corporation v. Ranbaxy Laboratories,
Ltd. and Ranbaxy Pharmaceuticals, Inc., Gvil Action No. 01-
2990 (JAG). Therefore, final approval cannot be granted
until:

1. a. the expiration of the 30-nonth period provided
for in section 505(j)(5)(B)(iii) since the date
of receipt of the 45-day notice required under
section 505(j)(2)(B)(i), unless the court has
ext ended or reduced the period because of the
failure of either party to reasonably cooperate
in expediting the action, or,

b. the date of court decision [505()j)(5)(B)(iii)
(1), (1), or (111)], or,
C. the 716 patent has expired, and
2. The Agency is assured there is no new infornmation
that woul d affect whether final approval should be
gr ant ed.

You nust anend your application prior to final approval. Your
M NOR AMENDMENT — FI NAL APPROVAL REQUESTED shoul d notify the
agency of the legal issues that may affect the effective date
of final approval. This anmendnent and shoul d al so incl ude:

1. a copy of a final order or judgenent, or a
settl ement agreenent between the parties, whichever
is applicable, or a licensing agreenent between you
and the patent hol der, or any other relevant
i nformation, and

2. a. updated information related to final-printed
| abel ing or chem stry, manufacturing and
controls data, or any other change in the
conditions outlined in this abbreviated



application, or

b. a statenment that no such changes have been nade
to the application since the date of tentative
approval .

Any changes in the conditions outlined in this abbreviated
application and the status of the manufacturing and testing
facilities' conpliance with current good nmanufacturing
procedures are subject to Agency review before final approval
of the application will be nade.

In addition to, or instead of, the anmendnents referred to
above, the Agency may, at any tine prior to the final date of
approval, request that you submt anmendnents containing the

i nformati on requested above.

Failure to submt either or both anmendnents may result in
rescission of this tentative approval determ nation, or delay
in issuance of the final approval letter.

The drug product that is the subject of this abbreviated
application may not be nmarketed w thout final Agency approval
under section 505 of the Act. The introduction or delivery
for introduction into interstate comrerce of this drug before
the effective final approval date is prohibited under section
501 of the Act. Also, until the Agency issues the final
approval letter, this drug product will not be listed in the
Agency's "Approved Drug Products with Therapeutic Equival ence
Eval uations" |ist.

The anendnment shoul d be designhated as a M NOR AMENDVENT —

FI NAL APPROVAL REQUESTED in your cover letter. Before you
submt the anendnent, or is you have questions concerning the
status of this application, please contact Ruby Wi, R Ph.

Proj ect Manager, at (301) 827-5848, for further instructions.

Si ncerely yours,

Gary Buehl er

Director

O fice of CGeneric Drugs

Center for Drug Eval uation and Research
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